ADVIL COLD AND SINUS- ibuprofen, pseudoephedrine hydrochloride capsule, liquid filled
GlaxoSmithKline Consumer Healthcare Holdings (US) LLC

Drug Facts

ACTIVE INGREDIENTS (IN EACH LIQUID-FILLED CAPSULE)
Solubilized ibuprofen equal to 200 mg ibuprofen (NSAID)*

(present as the free acid and potassium salt)

Pseudoephedrine HCI 30 mg

*nonsteroidal anti-inflammatory drug

PURPOSES
Painreliever/fever reducer

Nasal decongestant

USES

temporarily relieves these symptoms associated with the common cold or flu:

* headache

fever

sinus pressure

nasal congestion

minor body aches and pains

WARNINGS

Allergy alert:

Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin. Symptoms may
include:

hives

facial swelling
asthma (wheezing)
* shock

skin reddening
rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning:

This product contains an NSAID, which may cause severe stomach bleeding. The chance is higher if
you:



* are age 60 or older
have had stomach ulcers or bleeding problems
* take a blood thinning (anticoagulant) or steroid drug

* take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]

have 3 or more alcoholic drinks every day while using this product
take more or for a longer time than directed

Heart attack and stroke warning

NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. These can be fatal.
The risk is higher if you use more than directed or for longer than directed.

Do notuse

* inchildrenunder 12 years of age
* if you have ever had an allergic reaction to any other painreliever/fever reducer
* right before or after heart surgery

* if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric, or emotional conditions, or Parkinson's disease), or for 2 weeks after
stopping the MAOI drug. If you do not know if your prescription drug contains an MAOI, ask a
doctor or pharmacist before taking this product.

Ask a doctor before use if

* stomach bleeding warning applies to you
* you have problems or serious side effects from taking painrelievers or fever reducers
you have a history of stomach problems, such as heartburn

* you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, thyroid
disease, diabetes, have trouble urinating due to an enlarged prostate gland, or had a stroke

* you are taking a diuretic

Ask a doctor or pharmacist before use if you are

under a doctor's care for any serious condition

taking any other product that contains pseudoephedrine or any other nasal decongestant

* taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
* taking any other drug

When using this product
* take with food or milk if stomach upset occurs

Stop use and ask a doctor if
* you experience any of the following signs of stomach bleeding:

* feel faint

* vomit blood

* have bloody or black stools

have stomach pain that does not get better



you have symptoms of heart problems or stroke:

chest pain

* trouble breathing

weakness in one part or side of body
slurred speech

leg swelling

fever gets worse or lasts more than 3 days

nasal congestion lasts for more than 7 days
symptoms continue or get worse

redness or swelling is present in the painful area
you get nervous, dizzy, or sleepless

any new symptoms appear

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed to do so by a doctor because it may cause problems in
the unborn child or complications during delivery.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away.

DIRECTIONS

do not take more than directed
the smallest effective dose should be used
adults and children 12 years of age and over:

take 1 capsule every 4 to 6 hours while symptoms persist. If symptoms do not respond to 1
capsule, 2 capsules may be used.

do not use more than 6 capsules in any 24-hour period unless directed by a doctor

L]

children under 12 years of age: do not use

OTHER INFORMATION

each capsule contains: potassium 20 mg
* store at 20-25°C (68-77°F). Avoid excessive heat above 40°C (104°F).
* read all warnings and directions before use. Keep carton.

INACTIVE INGREDIENTS

D&C yellow no. 10, FD&C red no. 40, gelatin, medium-chain triglycerides, pharmaceutical ink,
polyethylene glycol, potassium hydroxide, purified water, sorbitol sorbitan solution

QUESTIONS OR COMMENTS?



Call weekdays 9 AM to 5 PM EST toll free at 1-800-88-ADVIL

PRINCIPAL DISPLAY PANEL

Advil®

COLD & SINUS Non-Drowsy

Ibuprofen 200 mg [ Pain Reliever/Fever Reducer (NSAID)
Pseudoephedrine HCI 30 mg [ Nasal Decongestant

Relieves Sinus Pressure,
Nasal Congestion and Fever

LIQUI-GELS ®
32 LIQUID-FILLED CAPSULES



S TTP-INOIry
SMANIS B 4100

TADV-8- 00| 1B =4 153
Wl 500 R Ly RN JE) JRTMAINU0D Ji ST SR

e i b e o e e e T 1M|l
SURTIRO0 Y ERUR ' U MR- I
T B Y0 e e 0 Sy Adrjoel]

+ e Bl |2 S ) R e .
WEEDE i e SN
POJEE IR0 N L] ST 1A A 00 0 0 S
aEneg

fiall SE e 2 e e | o) puedis Jou op sLDdisks )|

e muopdusts s snoy g o g A ede | s

U Oy Ban B0 sacd m o peE sues jereum

"h.m]:].w e ey wymeand paay Hag @il O, eOE e ensm
B 7 el 25 A0 SR SR RS

WOJETLS N BTG

1) PR 08 (0 B 7] 0 )00 AR ERRTE W
P ] O 8 00 ] | ) LS B
PR Y B R jeu g W
Srapexg

[penunucs| spey B

e il e s R 1 UG0S B 3000 0 dy
JEogeLL ) ' DD 0 35 8] WEIYE el u j deay
‘et (R SRR L
it PR MU BULU| S0 B 40VE GBAI [ rRTRE] KLSOp
A 06 8P L PR AR 5 Ean RoEsbead Lo sua
e g Do uiosdng #5000 poupugadun Eveds )y vn
W PR e e ip e o pedaid g
e Sk i e N
iR 10 W2 ancwde Jak 10d |
v e mp o amsud 5 lugess o ssepum
o a0 L s m
A% | LR RECL o] BSR LOpEE0U0 T R
Sl £ UBHE A0 W] 0 3550 GLE0 iy

fan s By

yads EunE m

P37 3 epEs 10 RS B0 L S B

bupregapcnm

el Lpm
TS 10 aegcod ey o swcid s avey ol |

yogyag ol e swop e e pELOs ey W

S[EE §50 K ApCo) cAry m

o

ME [
Dug2 ] P (oaada D)) B 0 Ee uspado asd m
B 20} € §EE P NSH GE

S0 e PR ) A 10 BOO) LM )
ppd g 0 oy

{peaupucc) soeg g

Brap jougn im Guynm
UTEECTRR [ETE R TEECTTER
S I ETH] HENE ] D00 S0 TR LI DL R P
bz m Emu
BEiE S e 0 suppeyd sopresd e oo g paaad Jeuo e Dy
L | P 5 0L e B0 5 E DS K pOp | agEnm
0 RO S DN [ W TR0 B
g b annsim
3 F PR 1 PR A0 apaliee vR o anp
Bugrean oy ey e ' mem o) By eeman
Arapeq 'm0 ) e e s mooy] uAy mey ol m
NG ST EOMS SLUBKE Tas o L © ey acim
BESTPA BA3) 0
AlRAm e DUDED L] SR g6 W IN0gsE J0 § s mva) neim
ik o ekl Dumd @ m B jeen Ermas
W IR

‘panpist g Bure) nige 18 ceatiegd 12 JIE0D £EE I
suppes fnpuajdesud m.’.unnunu op ol g B oW |q
ek Jae s, 7 oy 2| LELDYE 1 'S
o Jor 30 v #HW'\IW "I'
A i epas ey sopdused !D.umn.'m wium
el s ey s o o iy e
T TCTREER T T
AR AL 0 0 e LR UV R A AR [
o |3 A 7L R R T
Nl e ag

R U e S0 PR V] RIL e 0| B0 A Y
4L “FIE] W LED ) CENOE R e E ) 0 W
g o 'k e Sy B o pue e iy

[panuijuas) £aeg Sy

- A U ] S T ) I N0 T

Jopuad s s Ay D KUaa BUIP ORISR AKX G ETY
om0 3o e w vagaing ‘s

IS LN F s 5 b e PUpne oa s0nip s x|

Baip provegs o (pe nea o) Bajaup) pong @ ey E

sumpnua] fugpom .10 SO0y EELAfS PR DY D9 0 e uem

e By ) vy 3] U YR Ao FRed

L [ S LR SUREE Ppesd SR Supuie upaay paeing

MR DL ] [EN R D [ Y 0 ) U0 SRE IR |

UEEE EEE el i pEE

[Crosqe runmm  Copscmmm  oygm

Fr|20 Srua sl uig candee o kAR adoed

ke e 2R LEE BaEE) B Roing | e ey

St e

penupas) sjeg g

gurad paemayoe dpog soupu m

R ]

EU =T ETE ]

BE{W R

T T T

I I SO 9 S e Rg))

B L KIPLALAIRE-]: P 320 KR

TR s NI [ RO iy
(I W EE13E FUR IO 0, W) 0 L]

FTE) LA e (e e ng B 002
@ im Wy maEes

{aywsdiea payy-mnly) gaea o)

sasoimg Fuapastion sy

(AN e Srig

sped fg

NOILYWHOIN | DNV SONINHEM 3137d W0 HOd HO

COLD & SINUS Nor-Drowsy

Ibuprofen 200:mg » Pain Reliever/Fever Reduicer (NSAID)
Pseudoephedrine HEl- 30 mg> Nasal Decongestant

Reliewes Sinus Pressure,
Masal Congestion and Fever
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ADVIL COLD AND SINUS
ibuprofen, pseudoephedrine hydrochloride capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0573-0184

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNI: WK2XYI10 QM) (IBUPROFEN - UNILWK2XYI10 QM) IBUPROFEN 200 mg
PSEUDO EPHEDRINE HYDRO CHLORIDE (UNII: 6 V9V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE 30 mg
- UNIL7CUC9DDI9F) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name Strength

D&C YELLOW NO. 10 (UNI: 35SW5USQ3G)

FD&C RED NO. 40 (UNI: WZB9127X0A)

GELATIN, UNSPECIFIED (UNI: 2G86QN327L)

MEDIUM-CHAIN TRIGLYCERIDES (UNI: C9H2L21V7U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO SDW1A)
PO TASSIUM HYDRO XIDE (UNI: WZH3C48 M4T)

WATER (UNIE: 059 QFOKOOR)

SORBITOL (UNI: 506 T60A25R)

SORBITAN (UNIE: 6092ICV9IRU)

Product Characteristics

Color ORANGE Score no score

Shape OVAL Size 15mm

Flavor Imprint Code Advil;C;S

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0573-0184-32 32 in 1 CARTON 05/30/2002

1 1in 1 BLISTER PACK; Type 0: Not a Combination Product

2 NDC:0573-0184-16 16 in 1 CARTON 05/30/2002

2 1in 1 BLISTER PACK; Type 0: Not a Combination Product



Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
NDA NDA021374 05/30/2002

Labeler - GlaxoSmithKline Consumer Healthcare Holdings (US) LLC (079944263)

Registrant - pfizer Inc (113480771)

Revised: 11/2020 GlaxoSmithKline Consumer Healthcare Holdings (US) LLC
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